"Dark Medicine: Rationalizing Unethical Medical Research" explores the mystery of how apparently upstanding citizens can engage in appalling human research experiments. Until we understand the failure mechanism, our attempts to prevent unethical research are likely to be ineffective and wasteful. The book's premise is that rationalization is at the heart of the problem.
Physicians and scientists did not participate in the Nazi atrocities because of incompetence, madness or coercion; they participated because they convinced themselves that it was the right thing to do. What is the harm in medical experiments that kill death camp prisoners a bit early, especially when the food and beds are so much better? Why waste precious bullets and manpower needed for the survival of the motherland when scientifically designed gas chambers are so much more efficient?
After the horrors of the war became public knowledge, numerous U.S. doctors still conducted grossly unethical human experiments because they did not see how the Nuremburg code could apply to morally upright American doctors. In 1965, Henry Beecher, a professor at Harvard Medical School, delivered a lecture describing articles published in scientific journals based on at least 50 ethically questionable research protocols. Dozens of physicians participated in the Tuskegee syphilis study, publishing a multitude of scientific papers over a 40-year period, before anyone noticed the ethical atrocity. Albert Kligman won prominent honors and awards for his medical research in dermatology long after his abhorrent experiments at Holmesburg Prison were well documented.
In other words, unethical research is not conducted by an evil cabal but by apparently normal people who have rationalized their conduct. Stanley Milgram's obedience experiment and Philip Zimbardo's simulated prison experiment demonstrated how easy it is to transform normal people into sadistic monsters. It was so easy, in fact, that their experiments are often cited as notably unethical.
The question is thus not how to keep evil people out of human research, but how to prevent normal people from rationalizing evil research. We have thus developed an elaborate system of regulations, guidelines, institutional policies, institutional review boards (ethics committees), training programs, monitoring, audits and inspections. Although this system may work to prevent problems due to rationalization, it is possible that the system could be streamlined and made more effective if the problem of rationalization were to be addressed directly.
Grossly unethical human research is mostly a thing of the past, but the ethics are not settled in some newer areas, e.g., genetic data, human embryos, and research in lowresource (developing) countries. Even violations of the basic principle of informed consent are rationalized on a daily basis, as demonstrated by indigestible informed consent forms that do not comply with the regulatory requirement: "The information that is given to the subject or the representative shall be in language understandable to the subject or the representative." (21 CFR 50.20) In fact, we have managed to rationalize regulations that only require subjects to be "informed" in the sense that the information is provided to them, but not in the more important sense that they understand that information. The ICH E6 Guideline for Good Clinical Practice (1996) defines informed consent as a "process by which a subject voluntarily confirms his or her willingness to participate in a particular trial, after having been informed of all aspects of the trial that are relevant to the subject's decision to participate." (ICH E6 1.28) (Italics added.) The guideline further states that "the language used in the oral and written information about the trial, including the written informed consent form, should be as non-technical as practical and should be understandable to the subject" (ICH E6 4.8.6). A narrow reading of the guideline does not require that the subject understand the language, but some effort should be required to confirm understanding.
The book consists of 16 essays: 
